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- The MAILING DATE of this communication appears on the cover sheet with the correspondence address - 
Period for Reply 

A SHORTENED STATUTORY PERIOD FOR REPLY IS SET TO EXPIRE three MONTH(S) FROM 
THE MAILING DATE OF THIS COMMUNICATION. 

- Extensions of time may be available under the provisions of 37 CFR 1 .1 36 (a). In no event, however, may a reply be timely filed after SIX (6) MONTHS from the 
mailing date of this communication. 

- If the period for reply specified above is less than thirty (30) days, a reply within the statutory m.mmum of thirty (30) days will be cons.dered t.mely. 

- If NO period for reply is specified above, the maximum statutory period will appV and will expire SIX (6) MONTHS from the mailing date of th,s commun.cat.on. 

- Failure to reply within the set or extended period for reply will, by statute, cause the application to become ABANDONED (35 U.S.C. § 1 33). 
• Any reply received by the Office later than three months after the mailing date of this communication, even rf trniery filed, may reduce any 

earned patent term adjustment. See 37 CFR 1 .704(b). 

Status 

1 ) 53 Responsive to communication(s) filed on Jun 17, 2002 ■ 

2a) 53 This action is FINAL 2b) □ This action is non-final. 

3) □ Since this application is in condition for allowance except for formal matters, prosecution as to the merits is 

closed in accordance with the practice under Ex parte Quayle, 1935 CD. 11; 453 O.G. 213. 

Disposition of Claims 

4) 8 Claim (s) 1^3 >^ are P endin 9 in the aPP |ication - 

4a) Of the above, claim(s) ft 7, 29-37, and 41-58 >^are withdrawn from consideration. 

B)D Claim(s) . . is/are allowed. 

jtffare rejected. 



6) 53 Claim (s) 1-5. 8-28. 38-40, and 59-63 

7) 0 Claim(s) 

8) 0 Claims 



is/are objected to. 



are subject to restriction and/or election requirement. 



Application Papers 

9)D The specification is objected to by the Examiner. 

10)D The drawing(s) filed on 



is/are a) □ accepted or *>)□ objected to by the Examiner. 



Applicant may not request that any objection to the drawing(s) be held in abeyance. See 37 CFR 1 .85(a). 

1 1 )□ The proposed drawing correction filed on is: s)D approved b)D disapproved by the Examiner 

If approved, corrected drawings are required in reply to this Office action. 

1 2) D The oath or declaration is objected to by the Examiner. 
Priority under 35 U.S.C. §§ 119 and 120 

13) D Acknowledgement is made of a claim for foreign priority under 35 U.S.C. § 119(a)-(d) or (f). 
a)D All b)D Some* c)D None of: 

1 . □ Certified copies of the priority documents have been received. 

2. □ Certified copies of the priority documents have been received in Application No. 



3. □ Copies of the certified copies of the priority documents have been received in this National Stage 
application from the International Bureau (PCT Rule 17.2(a)). 
*See the attached detailed Office action for a list of the certified copies not "received. 

14) D Acknowledgement is made of a claim for domestic priority under 35 U.S.C. § 1 19(e). 
a)D The translation of the foreign language provisional application has been received. 

1 5) D Acknowledgement is made of a claim for domestic priority under 35 U.S.C. § § 1 20 and/or 1 21 . 

Attachment(s) 

1 ) j)3 Notice of References Cited (PT0-892) 4) □ Interview Summary (PT0-41 3) Paper No(s). 

2) □ Notice of Draftsperson's Patent Drawing Review (PT0-948) 5) □ Notice of Informal Patent Application (PTO-1 52) 

3) [)3 Information Disclosure Statement(s) (PTO-1449) Paper No(s). 14. g) □ Other: 



U S. Patent and Trademark Office 

PTO-326 (Rev. 04-01 ) 



Office Action Summary 



Part of Paper No. 17 



Serial Number 09/376,911 
Art Unit: 1645 

RESPONSE TO APPLICANTS' AMENDMENT 
Applicants' Amendments 

1) Acknowledgment is made of Applicants' amendment, corrected amendment and 
omental amendments filed 04/23/02 (paper no. 12) and 0*17* (paper no. .5 and 16) m 
response to the non-final rejection mailed 01/28/02 (paper no. 11). 

Status of Claims 

2) Claims 1-5 8-22 24-26 and 37-40 have been amended via the amendment filed 04/23/02. 
Claims 1-5, 8-22, 24-26 and 37-40 have been amended via the corrected amendment filed 

06/17/02. „ , 

Claims 1, 4, 15, 16 and 39 have been amended via the supplemental amendment filed 

^^^New claims 59-63 have been added via the supplemental amendment filed 06/17/02. 
Claims 1-63 are pending. 

Claims 1-5, 8-28, 37-40 and 59-63 encompassing group B streptococcus type ffl 

polysaccharide conjugate, are under examination. 

Information Disclosure Statement 

3) Acknowledgment is made of Applicants' information disclosure statements filed 06/17/02 
(paper no. 14). The information referred to therein has been considered and a signed copy U 

attached to this Office Action (paper no. 17). 

Prior Citation of Title 35 Sections 

4) The text of those sections of Title 35 U.S. Code not included in this action can be found in 
a prior Office Action. 

Prior Citation of References 

5) The references cited or used as prior art in support of one or more rejections in the mstant 
Office Actionand no. included on an attached form PTO-892 or form PTO-1449 have been 

previously cited and made of record. 

Objection(s) Withdrawn 

t, The objection to the specification made in paragraph 7(b) of the Office Action mailed 
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Serial Number 09/376,911 
Art Unit: 1645 

01,28,02 (paper no. U) is withdrawn in 1#. of Applicants' amendments to the specification, 

7) The objection to the specification made in paragraph 7(d) of .he Office ACon maded 

8) The objection to Cairns 37 and 38 made in paragraph 23(a) of the Office Action matted 
0,/28/02 (paper no. 11) is withdrawn in l#t of Applicants' amendment to the base clatm. 

« The objection ,„ Cairns 5 and 8 made m paragraph 23(b) of the Office Action maded 
01/28/02 (paper no. 11) is withdrawn in .igh. of Applicants' 

,0) The objection to data 15 made in paragraph 23(c) of the Office ACon maled 01/28/02 
(papernolOiswithdawnmlightofApplicants-arnendmenttotheclatm. 

„) The objection to claim 26 made in paragraph 23(d) of the Office Action maded 01/28/02 
(paper no. 1 1) is withdrawn in light of Applicants' amendment to the clatm. 

12 ) The„bjecfiont„c 1 ^22a„d26madeinpara g raph23(e)of m eOfficeACionma 1 ,ed 

01,28/02 (paper no. 1 1) is withdrawn tn .igh, of Applicants' amendment to the Cam. 

13) The objection to claim 5 made in paragraph 23® of the Office Action maded 01/28/02 

(paper no. 11) is withdrawn. .. lfflUm 
,4) Theobjecno„,oclaiml5madeinparagraph23(g)oftheOfficeAcnonma 1 ledO./28/02 

(paper no. 1 1) is withdrawn in light of Applicants' amendment to the claim. 

Objection(s) Maintained 
,5) Theobjectiontothespecificationm^inparagraphWoftheOfficeActionmailed 

o^(»-«ll)i.-^fc^- M, ^ Awfc,-,bw,,, " 

first paragraph of the speCfication with. 

W ) The objection to the specification made in paragraph 7(c) of the Office Action maded 
„,/28/02 (paper no. 1 1) is maintained for reasons set forthtnerein and herebdow. The recitation 
in claim 16: ^-propionated polysaccharide" or "N-propionated oligosaccharide" does no. have 

antecedence in the specification. 

Applicants point to page 8, lines 25-29 under section 2. N-Acryloylation of the 

Polysac«easprovidi„gsuppo^ 
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However, this part of ,he specification does not provide descriptive support for ft. phrase, -ft. 
process of making N-propionated saccharides" Apphcants assert that Wlylated 
polysaccharide (oligosaccharide) is equivalent., described within fte art as an N-propionated 
polysaccharide (oligosaccharide)". However, no art or an authoritative textbook reference ,s 
submitted that equates «N-acryloylation" to "N-propionation". 

Rejections) Withdrawn 
,7) The rejection of claims 25 and 40 made in paragraph 9 of the Office Action mailed 
01/28/02 (paper no. 11) under 35 U.S.C § 112, firs, paragraph, as being non-enabled w* regard 
to the scope, is withdrawn. 

U, The rejection of claims 1 and 16 made in paragraph 11(a) of the Office Action matled 
01/28/02 (paper no. 11) under 35 U.S.C. § 112, second paragraph, as being indefinite, » 

withdrawn. 

,,) Therejee«ionofc.aims2-5, Sand 11-13 made in paragraph 11(b) of the Office Aeon 
mailed 01/28/02 (paper no. 1 1) under 35 U.S.C. § 112, second paragraph, as being indefimte, >s 
withdrawn in light of Applicants' amendments to the claims. 
20) The rejection of claims 3 W0 made in paragraph 1 1(c) of the Office Action maded 
01/28/02 (paper no. 1 1) under 35 U.S.C. § 112, second paragraph, as being indefinite, ,s 
withdrawn in light of Applicants' amendments to the claims. 

II) The rejection of claim 20 made in paragraph 1 1(e) of the Office Action maded 01/28/02 
(paper no. 1 1) under 35 U.S.C. § 112, second paragraph, asbeing indefinite, is withdrawn ,n hgh, 

of Applicants' amendment to the claim. 

22) The rejection of claim 24 made in paragraph 11(f) of the Office Action mailed 01/28/02 
(paper no. 11) under 35 U.S.C. § 112, second paragraph, as being indefinite, is withdrawn m hgh, 

of Applicants' amendment to the claim. 

23, The rejection of claims 25 and 40 made in paragraph 11(g) of the Office Action mailed 
01/28/02 (paper no. 11) under 35 U.S.C. § 1 12, second paragraph, as being indefinite, rs 
withdrawn in light of Applicants' amendment to the claims. 

24) The rejection of claims 5 and 15 made in paragraph 1 1(h) of fte Office Action maded 
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Art Unit: 1645 

01/28/02 (paper no. 11) under 35 U.S.C. § 112, second paragraph, as being indefinite, is 
withdrawninlightofApplicants'amendmenttoclaimS. 

M The rejection of Cairns 9, .0, .4 and .8-28 made in paragraph 1 1(0 of the Office Action 
^edOl/28/02 (paper „o..l)unde,3 5 U.S.C. § .12, second paragraph, as being indent*, ,s 

withdrawn in light of Applicants' amendment to the base claim(s). 
26) The,ejectionofclaimsl-4,8,ll-14,22and26-28 made in paragraph 13 of the Office 
Action n*d 01/28/02 (paper no. 1.) under 35 U.S.C. § 102(b) as being anticipated by Roy * 
a,. (J. Om. Soc. Om. Co.m.n. 264-265, 1993) (Roy 1993), is withdrawn m hght of 
Applicants' amendments to the claims and/or the base claim(s). 

»> The rejection of CaUns .-3, 14 and 22 made in paragraph 14 of the Office Action m*d 
01/28/02 (paper no. 11) under 35 U.S.C. § 102(b) as being anticipated by Roy e,a,. (/ Om. 
Soc. O-.0— . . 536-538, 1991)(Roy«< 1991), is withdrawn in light of Apphcants' 
amendments to the claims and/or the base ctaimfs). 

28) The rejection of claims 1-4, 8, 1 1-14, 16, 17 and 19-22 made in paragraph 15 of the.Office 

(lb Smfy ofPolymlic acid Conpgaies. Master's Thesis, University of Ottawa, pp. 1-25 1, UMI 
Dissertation Series, 1992), is withdraw, in light of Apphcants' amendments to the ctams 

and/or the base claims. 

29) The rejection of claims 1-3, 8, 1,-14 and 22 made in paragraph ,6 of the Office Action 
.nailed 01/28/02 (paper no. 1 1) under 35 U.S.C. § 102(b) as being anticipated by Roy e, al. (/ 
am. Soc. Om. Commm. 1709-1711, 1990) (Roy e, al., 1990), is withdrawn ,n hght of 
Apphcants' amendments to the claims and/or the base claims. 

30) The rejection of claims 1-3, 8, 11-14 and 22 made in paragraph 17 of the Office Action 
nrfed 01/28/02 (paper no. 1 1) under 35 U.S.C. § 102(b) as being anticpated by Romanowska e, 
al. ««** ft. En^ol. 242: 90-101, 1994 - Applicants' IDS), is withdraw, m hght of 
Applicants' amendments to the claims and/or the base claims. 

31) Therejectionofclaimsl-4,ll-14and22 m adeinparagraphl8of.heOfficeAc«on 
maUed 01/28/02 (paper no. 11) under 35 U.S.C. § 102(b) as being anticipated by Auzanneaue, 
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, * ■ inu i.?nniM10 1996) is withdrawn in light of Applicants' 
al. (Bioorg. Medicinal Chem. 4. 2003-2U1U, iwoj, 

amendments to the claims and/or the base claim(s). 

• , , • i , 8 an d 1 1 14 made in paragraph 19 of the Office Action mailed 
32) The rejection of claims 1-3, 8 and 11-14 maae " 

, , „ IKr8 , 02fb) as being anticipated by Roy et al. {Bioorg. 
01/28/02 (paper no. 11) under 35 U.S.C.§102W asDeiI » * 

amendments to the claims and/or the base claim(s). 

Rejection(s) Maintained 
M) ThereiecUoaofdaimslSan^Om^einparagraphSof.h^ceAa.on-ed 
01,28,02 (paper „„. n) un der 35 U.S.C S H2, taparagrapMsbetagnon^ed- regard 
,„ the scope, is maintained for reasons set forth .herein and herebelow. 

Applicants contend tha, the instan, specification a, page .0 provides descnpfve supp rt 
for , method of conjugation being cor.nc.ed a. a ««. pH of about 7,. Appiica„.s aiiege .ha. 

^m^«^^^^ M ™^ M T * office 
polysaccharides. App,,can,s ** « - **» " ^ °£ 

for .he conjugation of cys.eh,e-rich pro.eins a. ««1 pH. Applicants poutt to MPEP , 2,6,04 

statement in a "supporting disclosure' and to -back up' assertions of its o» w,,h evidence and 
^soningwhichisinconsistentvAhthecontestedstatenrer.. Applicants acknow edge 

submit thatthere was coupling nevertheless. 

Applicants" arguments have been careMy considered, but are non-persuasrve. Contra 
,o Applicants' assertion the Office provided sufficient evidence, reasoning and multiple 
•supporting disclosures' to "back up' the Office's position .ha. the descriptive support ,n the 
Jfication is no. commensurate in scope with .he Mr support. The fol.ow.ng pnor art 
references were provided by the Office to show that the full scope of the claimed invention 
enabled: Romar,owska e, a,. ** 90-10!. 199ft*,-* V- 

Sx am. C— ■ "09-1711, 1990); Roy e, al (J. Om. Soc., Gta. Co—. 536-538, 



6 



Serial Number 09/376,911 
Art Unit: 1645 

OfBce is reproduced herebelGW. ,0,,,^ the alkaline range, !.e., above 

The^cates*^^ 
9.0ina.appr O pnatebuffe^ 

fi^ot 242: 90-101 1994- i ^ l0 ^^plo^y^^1I^^T t}i 
fsee oaee 94) and found a pHof 10.0 or 10.5 to oe opuw r * n 1709-1711, 1990) teach that N- 

acSloylatedoligosacch^^^ 

8 0 to 8.5 and at 10.5 (see page 17 0). Roy etal tfOj^ ^ eciab i e conjugation; the 
eV enatapHof8.0or9.0 ; nphos P ^te ^"^^^.^^^O^ 
reactionhowever proceeded smootMy^ 

experimentation necessary. 

lllof JL/. tf . **. — i990);Roy ^ Chm 

^20 dependfron,c,ain,16. Cairn .6. a amended currendy, encompasses a conu^e *ch 
^'J.o^Vo^vea.-ie,. ^^^^ 

>oK le amies' is dear,, no, enabled. In order for a conjugate ,o be protege, .be 

pr„,e,narere,ained. M explained in paragrapb 8 of rhe Office Aouonrnar^ mS O (paper . 
,) and above, severa. pubKsbed prior ari references den.onstra.ed 
th Lo,o 8 .5anda.l0.5.and«evena.apHof8A«heMcbae,reac.,ond 1 d„o.ra ra ,sb 
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appreciate conation. Roy - * V . O-. Soc, Om. 0— "6-53S, ,99.) ^ 
L 8 h, tha, a very s- amount of carbohydrate was conned a, oH 8.0. Pon (* »* »/ 

Services, 1992) expressly taught .ha. phospha.e buffers a. various pH values did no. prove 

ra c ti o„o M s«akep 1 aoe.o S o m eex.e rt a.pH7.0, i .is U *e 1 y. to ..heresu ta .poo ri y 
conjugated poiysaccharide or oligosaccharide would elici. "prCeCive auribod.es The ,ns,an 
specification does »o. demons,rate .ha. .he ciaimed conjugate Resized a. a couphng pH of 
about 7 0 would maintain ,he ueeded conformation or retain ,he necessary epitopes .ha. ehctt a 
•protective antibodies'. Absent such an evidence, ,he rejection slauds. 
34, The rejection of claims 37-40 made in paragraph .0 of the Office Action marled 01/28/02 
(paper no. U) under 35 U.S.C § ,12, firs, paragraph, as being non-enabled wi.h regard .0 the 
scope is maintained for reasons set forth therein and herebelow. 

Applicant state .ha. ,hey have amended claim 37 such ,ha, claims 37-40 now per., to 
conjugate vaccines «^N«^PO^^-<*^-^«^ 

polysaccharide or ohgosaccharide component of the poiysaceharide- or oiigosaccharide-protem 

conjugate was obtained. 

Applicants' argument has been considered, bu, is not persuasive. As amended, the 
conjugate recited in the claims is now required provide "protective immunity agains. a. leas, one 

of the polysaccharide-protein conjugate or ohgosaccharide-protein conjugate was Ml . The 
recitation-orgarasm" encompasses a fagus, a parasite, a bacterium, a yeast, a wus, a pathogen, 
a non-pathogen etc., Tbe recitation "a, leas, one member of a genus of an organrsm" 
encompasses a myriad of homoiogous and heteroiogous members of a bacterial, tog* or 
parasitic genus, both pathogenic and norm, conrnrensal. The term 'a, leasf is equivalent .0 any 

such as, S^ococc^s pyogenes, ft^m ;—'<*■ SWococasfaeca,,, 
Slr ep,ococc« S Group B S<rep<ococcus (GBS), Group A SWoaxcus, type ffl GBS, 
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nGBS tvpeVGBSe.0. However, a W . ffl GBS capsuta pdysacotandc-prCetn 
W E ™om Hopolysaeo«e-p ro .ei„co n ju g a t eac C o* 8 «o«beinve».,o„ t o r 

conjugate, or an £ «* 01 1 °P° V ^ my ^ of 

e^ple, would not and cannot be expected to pro P co , j0ulbeauseo f 

rontaate Absent a showing otherwise, the rejectton stands. 

reasons set forth therein. mailed 

, . +irtnn f r i a i m s land 8-10 made m paragraph 21 ottneumtc 
36) The rejection oi claims ianu rPnnl > A (The Study 

, j ^nsr 8 103faHs being unpatentable over PonRA(i«e»/ 
01/28/02 (paper no. 11) under 35 U.S.C § 103(a) g P 

Dissertation Services, 1992) in view of Blake cf al (US 5,43., 

forththereinandherebelow. d „ 24mdein pMagraph 22 of the Office Action mailed 

W The rejection of claims 1, 16 and 22-24 made in parag V 

37) lnereje unpate ntable over PonRA(7fe 0*0 

01/28/02 (paper no. 11) under 35 U.S.C § 103(a) as being P 

therein and herebelow. acrvlovlated 
Apptatsccntendtha.Pondoesnotprovide^e.dencethata./.Nac^ 

Michaei-type additions, - «, a 'productive- response. Apphcants assert that K. . 
conjugates 00 P ^i,,^ are coupled to either bacterial protems or 

synthetic proteins containing lysine or cysteine residues . pp 

• t«of 15%N acryloylated colominic acid conjugated to BSA or to IgG (see 

bacterial or synthetic protein components. Applicants acknow g 
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co M tofl5/.N-acryloylat „, heD e rc entN-a a yloylationofcolomi«ac.dto 
the realm of routine experimentation to .ncrease the percent is aery y 

Wudes .he reckon a. leas. 50/. mailed 01/28/02, 

or N-nropionation. As set forth m paragraphs 21 ana 
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polvsaccl^ride-protein conjugate, ft is noted tha, Applicants do not den, tha, Blake - taught 

„ IwedasthesameastheApplicants' conj U ga,e. *e Office's p„*n « Pon s eoj^e 

evcy structural characteristic overlapping in Apphcants' disciosure and Pen's conjugate - 
nrodifedbyBlake^are.hesame. .nspi.eofthefaCha.Pon^nssilen.abou.the 
protective abihiy of the conjugate. sttucturaily there is sufficient overlap to reasonably conclude 
tna, the prior at, cor»uga,e is one and the same as the Applicants' conjugate. Since the pnor art 
conjugate is sttucturaUy the same as the conjugate encompassed in msuut, claims, it ,s expected to 
have the same protective ability as that of the Applicant,' jugate. Tb. rejection stands. 

New Rejection(s) 

claim(s) and the submission of new claims. 

Rejection© under 35 U.S.C. § 112, First Paragraph 
38, Claims W, 8-28, 37-40 and 59-63 are rejected under 35 U.S.C. § 112, tat Paraph, as 
contaWng subject matter which was no. described in the specification in such a wa, a, to 

was filed, had possession of the claimed invention. 

tatant claims include the hnutations: «N-propionated saccharide"; "N-propionated 
saccharide is de-N-a.etyla.ed and N-ac^loylated a, the de-N-acetylated terminus"; "dtrectly 
coupled a, a be«a position of a propionate moiety". However, there appears to be no desenpttve 
support in the instant specification for such limitation, Applicants point to page 7, sec.™ A of 
the specification and state that it provides support for the new limitation: "N-prop.ona.ed 
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Art unn. iv>-t-> 

propl onated sacchande y ification is not suppo ruve 

• „ m oeitv" ta claim 16 do not find descriptive support at tales 6-14 on page 

fc ^..JH.*^^ te - fc T" ,l, '" ,l 

Re i «c«.n( S )und,r3 5l I.S.C. § n2,Se C .ndP. ra grapb 
« C,»ims,-5 — 

covalent coupling. MTh 
M C lai m s4 15 59,61 and631ackan,ecedentbasi S for.here C «,on The 

(b) Claims 4, l=, 5061 and 63 depend from 

conjugates according to claim 1" [Emphaas added]. Cms 4, 15, 59, 6 
cfclwhichisdirectedto-Aconjugate-.butnotmorethanoneconjugate. 

I) cl.ms^and^lack-ecedembasisformer^a.ion-Theconpga.es 
acroI d i n gt ocM m .6-CUims60a„d6 2 depend fr o m claim,6*hisdnec,ed t „a 

"conjugate", but not more than one conjugate. 
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(e) c W m4i S to m c.and/o,redunda„.in.herecteion-Hhe.he"sacchande( Se e 

'"'"'(a, clatas59a„d6,lacka„, e cede„,basisfo^ reC i,at»:",he S a«taridesare- 
Cairns^, dependfromclaim 1 wM ch .cites a "saccharide", but no, sacch*. 

(.) Claiml asamended^cWesU.enewlW.a.ion-'.heN-prop.ona.edsacchande 

a**" It is unclear what are these antibodies protective against, In „,her words the 

specificorprotein-specinc? Are these protective antibodies protective against an allergtc 

parogen. The limitations 'polysaccharide', 'oligosaccharide' and 'saccharide' broadly 
encompass a ^saccharide, oligosaccharide or saccharide of any source, including of plan, 
anima,, nature and self origin. A self polysaccharide fo, example is unhlcely to induce protecttve 
antibodies. If one used a plant polysaccharide in the claimed conjugate, it is not clear what would 
the resultant antibodies be protective against. _ 

«, Claim 16 includes the limitation: "conjugate that elicits protective an.ibod.es It ,s 

understood. toto-**^^"*-*****"*** ^ 

amibodies protective against an allergic coition, a malignant condition, a virus, a fimgus, or a 

bacterialpathogen? Theh™«^ 

encompass a polysaccharide, oligosaccharide or saccharide of any source, inducing of plan,, 

antibodies. If one used a plan, polysaccharide in .be claimed conjugate, it is no, clear what would 

Ihe resultant antibodies be protective against. 

(g) Claim 16 is vague and indefinite in the recitation: "antibodies produced by a 

me,hodcompri S ing:A> B) Q", because!, is unclear how "antibodies" can be produced 

by ,be method s,eps delinea,ed in parts A), B) and C) of clahn 16. It is suggested that Apphcants 
replace the recitation "antibodies produced by" with -ant Mies, wherein said conjugate ,s 
produced by--. 
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Rejection(s) under 35 U.S.C. § 103 

11 i/i \f> 17 19-22 26-28 37-39 and 59-63 are rejected under 35 U.S.C. § 
40) Claims 1-4, 11-14 6,17, 2^2 6 ' ^c^^. 
1 as being unpatentable over Pon RA (ine may uj r y 

^Zw+W****** 0„28,02(paper„o...>and 
po^rideorohsosac^^ 

alation is we., within the reata of routine experimentation. No evrdence ,s of record . he 
thernventiontovaryoroptin^thepe^^^ 

no.vsaechar.de or o.igosaccharide in Pons' conjugate as modified by Blake - a,, to 50 A o 95 / 

L ehcits co.om.nic ac.d-spec.fic Ig G o, IgM antibody, and "protective £ 
^^^^^^^^^^ 



art 



Cain, .-4, 1.-.4. .6, .7, .9-22, 26-28, 37-39 and 59-63 ~ 

the prior art of record. 

Relevant Prior Art 

«, The prior art made of record and no. rehed upon m any of tire rejections is considered 
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u • a hvdeN-acetvlating the polysaccharide and treatmg the de-N- 
(2->8) polysialic acid synthesized by de-N-acetyiating c ee0 aragraph 

hridring Pages 4007 and 4008. Baumann a/, further teach pro » 

— — 

• , of E cofi Kl infection (see entire document, especially Table 1). 
H46 antibody in an animal model at t. con m mi 

Remarks 

to for including non-elected subject matter. tA/ .: ntW , 
I TheApUcantfamendmen — d fc new ^(s) of reJ ec,,o„ p reM — 
(Miice action. Accordingly, THIS ACTION IS MADE FINAL. Applicants are reminded of the 
CensionoffaepolicyassetforthinSTCFRinW. 

^rfto^^<'*M'^ -,l " , * ,tay " lta, " ,rt , 

CFR n^^becalculatedftomftentaiungdateoftheadvi^acon. In no eve ,, 
C.F.R1.13&W win MONTHS from the mailing date 

however, will the statutory period for reply expire later than SIX MON 

of this final action. i^«Kw facsimile 

<4, PapersrelatedtottoappliationmaybesubmHtedtoGronp 1600. AU .64 yfj- 

Lssi n PaperssWdc.—dviathenOFaxCenterloca.ed^^M^. 
Offi ialGazeue W o6 OG 30. November ,5. 19S9. The CM1 facsimile centers telephone 
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!hlld be&eldL S. Devi, Ph.D, whose telephone number is (703) 308-9347. A message 
^..■.E— The Exannner can norm 

disclosedontheExaminer'svoicemailsystem. 

Batten.p.s.oreach.heEx^nerby.elephoneareunsuoce^UheExan.ners 

supe™sor,Lyne«eSrniA,c a nbereaohedon(703)308-3909. 

M;iUofa g ene,a. m «,eo r re 1 a t in g .o.hes ta . U sof*sa P p fa ,,onorproc^ 

snouidbedirectedrothe Group reeepdonis. who^elephone number is (703) 308-0,96. 



October, 2002 pwU^M"^ 
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